
462 

21 CFR Ch. I (4–1–14 Edition) § 880.6175 

intended for cleaning medical instru-
ments by the emission of high fre-
quency soundwaves. 

(b) Classification. Class I. The device, 
including any solutions intended for 
use with the device for cleaning and 
sanitizing the instruments, is exempt 
from the premarket notification proce-
dures in subpart E of part 807 of this 
chapter, subject to the limitations in 
§ 880.9. 

[45 FR 69682, Oct. 21, 1980, as amended at 54 
FR 25050, June 12, 1989; 59 FR 63011, Dec. 7, 
1994; 66 FR 38805, July 25, 2001] 

§ 880.6175 [Reserved] 

§ 880.6185 Cast cover. 
(a) Identification. A cast cover is a de-

vice intended for medical purposes that 
is made of waterproof material and 
placed over a cast to protect it from 
getting wet during a shower or a bath. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 880.9. If 
the device is not labeled or otherwise 
represented as sterile, it is also exempt 
from the current good manufacturing 
practice requirements of the quality 
system regulation in part 820 of this 
chapter, with the exception of § 820.180, 
with respect to general requirements 
concerning records, and § 820.198, with 
respect to complaint files. 

[45 FR 69682, Oct. 21, 1980, as amended at 66 
FR 38806, July 25, 2001] 

§ 880.6190 Mattress cover for medical 
purposes. 

(a) Identification. A mattress cover 
for medical purposes is a device in-
tended for medical purposes that is 
used to protect a mattress. It may be 
electrically conductive or contain a 
germicide. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 880.9. If 
the device is not labeled or otherwise 
represented as sterile, it is also exempt 
from the current good manufacturing 
practice requirements of the quality 
system regulation in part 820 of this 
chapter, with the exception of § 820.180, 

with respect to general requirements 
concerning records, and § 820.198, with 
respect to complaint files. 

[45 FR 69682, Oct. 21, 1980, as amended at 59 
FR 63011, Dec. 7, 1994; 66 FR 38806, July 25, 
2001] 

§ 880.6200 Ring cutter. 

(a) Identification. A ring cutter is a 
device intended for medical purposes 
that is used to cut a ring on a patient’s 
finger so that the ring can be removed. 
The device incorporates a guard to pre-
vent injury to the patient’s finger. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 880.9. The 
device also is exempt from the current 
good manufacturing practice require-
ments of the quality system regulation 
in part 820 of this chapter, with the ex-
ception of § 820.180, with respect to gen-
eral requirements concerning records, 
and § 820.198, with respect to complaint 
files. 

[45 FR 69682, Oct. 21, 1980, as amended at 66 
FR 38806, July 25, 2001] 

§ 880.6230 Tongue depressor. 

(a) Identification. A tongue depressor 
is a device intended to displace the 
tongue to facilitate examination of the 
surrounding organs and tissues. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 880.9. If 
the device is not labeled or otherwise 
represented as sterile, it is also exempt 
from the current good manufacturing 
practice requirements of the quality 
system regulation in part 820 of this 
chapter, with the exception of § 820.180, 
with respect to general requirements 
concerning records, and § 820.198, with 
respect to complaint files. 

[45 FR 69682, Oct. 21, 1980, as amended at 66 
FR 38806, July 25, 2001] 

§ 880.6250 Patient examination glove. 

(a) Identification. A patient examina-
tion glove is a disposable device in-
tended for medical purposes that is 
worn on the examiner’s hand or finger 
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